1. Intended Purpose

The Bloodline set and Fistula Needle are a sterile, single-use
medical device intended to provide a conduit for the
extracorporeal circulation of blood between a patient’s vascular
access and a hemodialyzer during hemodialysis treatment. The
device is intended for use exclusively by trained healthcare
professionals in clinical or dialysis center settings.

2.Indication

Used in the treatment of patients with acute or chronic renal
failure, when hemodialysis is prescribed by a physician.
The Bloodline Set and Fistula Needle are non-pyrogenic,
phthalate-free, and sterilized either by Ethylene Oxide (EO) gas
or gamma irradiation. Please refer to the product packaging for
information regarding the sterilization method.

3.Contraindications
Patients with hypersensitivity to Ethylene Oxide gas (EO) should
not use products sterilized with this gas.

4.Side effect

The Bloodline set and the fistula needle themselves have no
pharmacological effects; any reported side effects are generally
related to their clinical use or specific patient reactions.

5.Warning and Cautions

1. Do not use the product if the packaging or device is damaged,
or if caps are missing.

2. When using the Bloodline set for HDF, high-flux filters must be
used.

3. Ensure the fistula needle cap is securely in place.

4.The product is intended only for hemodialysis and must not be
used for other applications.

5. Do not reuse or re-sterilize the product.

6. Kinking of the tubing may cause hemolysis; discontinue use if
observed.

7. Ensure all connections are properly secured to prevent blood
leakage or air entry.

8. Do not use air flush methods to return blood to the patient at
the end of dialysis.

9. After use, dispose of the product immediately as medical waste
in accordance with local regulations.

10. Only trained healthcare personnel are authorized to use this
product.

11.The expiration date applies to a product that has been properly
stored and remains intact.

12. Pharmed Medical Industries is not responsible for improper
storage or transport, misuse, or use of extracorporeal blood
circuits with incompatible equipment.

13. Avoid excessive pressure or abnormal blood flow, as this may
lead to hemolysis or device damage.

14. Ensure all air is completely removed from the system before
starting dialysis to prevent air embolism.

15. Do not connect the Bloodline set to incompatible or
non-approved dialysis machines.

16. The pediatric bloodline set is recommended for children
weighing over 12 kg.

6.Direction for use

1. Check the integrity of the packaging and confirm that the
product is sterile.

2. Remove the Bloodline set from its packaging.

3. Use the product immediately after opening.

4. Connect the arterial line of the set to a normal saline solution.
5.f the set includes a drainage bag at the end of the venous line,
hang it on the designated stand and ensure the clamp is open.
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6. Connect the arterial and venous lines of the set to the dialysis
machine. Prime the lines completely by running normal saline
through the set at approximately 100 ml/min (recommended
priming volume: 1000 ml).

7.Priming:

After washing and priming, pass approximately 500 ml of normal
saline through the arterial line at a flow rate of 100 ml/min. It is
recommended to heparinize the Bloodline set during preparation.
The heparin dosage and administration method for the dialysis
session should be determined by the treating physician. Clamp
the necessary parts of the arterial and venous lines. Complete
all connections required to start dialysis. Check for any leaks
(continuous bubbles) in the Bloodline set and dialyzer; if a leak
is observed, replace the circuit. Figure 1. Also, for priming of the
arterial and venous lines, refer to the instructions provided by the
dialysis machine manufacturer.

8. Starting Hemodialysis Treatment

a)Prepare and disinfect the vascular access site using gloves.
Insert arterial and venous needles at the appropriate sites with
sufficient distance from the vessel wall. Open the clamp and
cap of the arterial needle; once blood is observed in the tubing,
reclamp it. Repeat the same procedure for the venous needle.
b)Connect the arterial line to the patient’s vascular access.
Remove clamps from arterial and venous lines. Set the dialysis
solution flow rate to 500 ml/min and start the blood pump at
100 ml/min.

c) Ensure no air bubbles are present in the venous line.

d) Once the arterial, venous lines, and dialyzer are fully primed
with blood, stop the pump. Clamp the end of the venous line and
the drainage bag, and disconnect the venous line from the bag.
Dispose of the bag according to the proper procedure.
e)Connect the venous line to the patient’s bloodstream. After
ensuring no air remains in the line, remove the clamp. Check
that no other clamps are closed and that the lines are free
of kinks. Start the blood pump gradually. Avoid applying
excessive pressure on the lines or dialyzer to prevent leaks or
disconnections.

f) After confirming no air bubbles in the arterial and venous lines,
rotate the dialyzer 180° to remove any bubbles from the dialysis
solution. If bubbles are still present, repeat the rotation. Set the
blood pump to the prescribed speed and, with the venous side of
the dialyzer elevated, run the flow for approximately 10 minutes.
Note: This procedure applies to dialysis lines with a drain bag. For
Bloodline sets without a drainage bag, after stopping the pump,
simply clamp the end of the venous line.

9. End of Dialysis and Blood Recovery

a)Stop the blood pump. Clamp the arterial line and disconnect it
from the vascular access, then connect it to normal saline.
b)Open the clamp on the arterial line and run approximately
100-200 ml of normal saline at 100 ml/min to wash out any
remaining blood from the arterial line, venous line, and dialyzer

A The maximum allowable transmembrane pressure (TMP) for
the Bloodline set is 500 mmHg.

A Fistula needles of gauges 15, 16 and 17 are recommended for
use in hemodialysis.
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7.Recommended suitable of Hemodialysis machine

« Blood Line Set, SU - Recommended for use with most dialysis
machines.

« Blood Line Set, SF - Optimized for Fresenius machines, but also
compatible with most dialysis machines.

« Blood Line Set, SB - Recommended for use with

« B. Braun machines.

« Blood Line Set, SG - Recommended for use with Gambro machines.
« Blood Line Set, HDF Online - Recommended for use with Dialog+
HDF Online systems.

«Blood Line Set, Pediatric - Recommended for pediatrichemodialysis
treatment and compatible with most dialysis machines.

A The selection of a suitable bloodline set should always be made
by the dialysis nurse or healthcare professional, based on the specific
dialysis machine in use.

Bloodline Half-Sets

Venous Line, SF and Arterial Line, SF

-These half-sets are intended for situations where replacement
of only part of the bloodline (arterial or venous) is required during
dialysis, without the need to replace the entire set.
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8. Model of Product Jyaxo Jow A

Blood Line Set Specification

" . Volume of line
Dimension of Pump (s e Ry
Segment(m
No. Model Name gment(mm) (4%10) ml P'°‘::§’F‘):°de UDI-DI
oD ID L Venous Line | Arterial Line
Sterile with EO
1 | Blood Line Set, sU ¥ 98 | 65 380 62 82 4212200 | 06265915400329
2 | Blood Line Set, SF 98 | 65 380 65 82 4212222 | 06265915400336
3 | Blood Line Set, SFwith 98 | 65 | 380 76 82 4212220 | 06265915400565
drain bag *
4| Blood Line Set, B 98 | 65 | 340 74 82 4212212 | 06265915400558
5 | BloodLine Set, SB with 98 | 65 | 340 74 82 4212214 | 06265915400343
drain bag *
6 | Blood Line Set, 5G ¥ 120 | 80 | 380 62 e 4212216 | 06265915400824
7 | BloodlineSet, SGwith |, 5 | g 380 62 %0 4212219 | 06265915400671
drain bag *
8 g|:|?:eme Set, HDF 120 | 80 | 340 70 %0 4212234 | 06265915400701
9 Blood line set, Pediatric 9.8 6.5 340 42 52 4212250 06265915400817
10 | Arterial Line, SF 98 | 65 | 380 - 82 4212238 | 06265915400831
11 | Venous Line, SF - - - 65 - 4212239 | 06265915400848
Sterile with Gamma Irradiation
1| Blood Line Set, SU-R 98 | 65 | 380 62 82 4212201 | 06265915400947
2 | Blood Line Set, SF-R 98 | 65 | 380 65 82 4212224 | 06265915400930
3 | BloodLineSet, SE-Rwith | oo | ¢g 380 76 82 4212226 | 06265915400008
drain bag
4 Blood Line Set, SB-R 9.8 6.5 340 74 82 4212213 06265915400954
5 | BloodLineSet, SBRwith | g5 | ¢g 340 74 82 4212215 | 0626591540985
drain bag
6 | Blood Line Set, SG-R 120 | 80 | 380 62 90 4212217 | 06265915400961
7 | BloodLineSet, SG-Rwith | 155 | g | 380 62 %0 4212221 | 06265915400978
drain bag
g | Blood Line Set, HDF 120 | 80 | 340 70 %0 4212242 | 0626591540092
Online-R
9 | Blood line set, Pediatric-R | 9.8 | 65 | 340 2 52 4212254 | 06265915401005
10 | Arterial Line, SF-R 98 | 65 | 380 - 82 4212235 | 06265915401012
11 | Venous Line, SF-R - - - 65 - 4212237 | 06265915401029

il oo CE (LS (6110 ol ouls aseiino () Slod b a5 Y guaxo laidd 4SS

Note :Only products marked with an asterisk (*) have the CE mark.
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Fistula Needle Specification RenaNeedle®
T e e

Sterile with EO

Arterial Fistula Needle s
1 15G (1.8*25) 150 mm 4218366 06265915400770

Venous Fistula Needle s )
2 : Rotating/Blue 4218364 06265915400749
15G (1.8%25) 150 mm ¢

Fistula Needle Set (Venous & Arterial
15G (1.8*25) 150 mm
Arterial Fistula Needle s

4 166 (1.6*25) 150 mm 4218340 06265915400367

4218384 06265915401036

Venous Fistula Needle s .
5 16G (1.6%25) 150 mm Rotating/Green 4218342 06265915400626

Fistula Needle Set (Venous & Arterial) %
16G (1.6*25) 150 mm

Arterial Fistula Needle #

7 176 (1.4%25) 150 mm 4218354 06265915400374
Venous Fistula Needle s X
8 17G (1.4%25) 150 mm Rotating/Orange 4218356 06265915400633
Fistula Needle Set (Venous & Arterial) s
17G (1.4*25) 150 mm

4218302 06265915401074

4218359 06265915401142

Sterile with Gamma Irradiation

Arterial Fistula Needle-R
1 15G (1.8*25)150mm 4218301 06265915401098

Venous Fistula Needle-R )
2 156 (1.8%25)150mm Rotating/Blue 4218303 06265915401081

Fistula Needle Set-R (Venous & Arterial)
15G (1.8*25)150mm
Arterial Fistula Needle-R

4 16G (1.6*25)150mm 4218307 06265915401111

Venous Fistula Needle-R ;
5 16G (1.6*25)150mm Rotating/Green 4218309 06265915401104

Fistula Needle Set-R (Venous & Arterial)
16G (1.6*25)150mm

Arterial Fistula Needle-R

7 17G (1.4*25)150mm 4218313 06265915401128
Venous Fistula Needle-R

8 17G (1.4%25)150mm Rotating/Orange 4218316 06265915401135

4218304 06265915401043

4218311 06265915401050

Fistula Needle Set-R (Venous & Arterial)
17G (1.4*25)150mm

4218318 06265915401067

bl o0 CE LES (gl)10 cawl ouls aseiio (32) oloi b a5 Y guamxo add 1SS
Note :Only products marked with an asterisk (*) have the CE mark.
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9.Storage Condition o - i SIS A
Store at 5°C to 40°C, protected from direct sunlight, severe vibration, s %% G255 5l 590 wedyo> e 558 5l 9 0,5 ilo az )0 ¥o L0 slos o

Caution Keep dry

bl e (6)SS S gl 5o

. A Max transmembrane pressure (TMP)
Do not use if packaging is damaged of 500 mmHg

and at a relative humidity not exceeding 65%. Protect from freezing. 50,5 clibloe (Fojp 5l 05d 5K O 5l eS e Cusb, o
10. Symbols PR
Symbols Description Symbols Description
DI' Read instruction before use @ Single Use
Do dxl o Jodll giuwd 4 ool 31 oS &S o LSS
/H“OQC Storage conditions from 5°C - 40°C @ Do Not Resterilize
sc Sy Kiilos 4233 o B0 oy (55l Loyl i g4 J il 0590
Max Stuck Medical Device
—i bl ySlas S ]
! Handle with care Do not Step
39 Joo blaxlly LSS IS gty
Sterilized with ethylene oxide gas Sterilized with gamma irradiation
WluST st 55 b o syl LS slogi b ooy yiss!
Authorized representative in Manufacturer
[Eu[Rer| European Community u
gyl aslmil jlxe ouiyles PRECERWE]
e Keep away from sunlight ff The side up
A 39 6 )ISS dy93 595 3l 99 — Sy adlo 4K Vb B,k 4
9
/8

S (5l0895 o G yan 5 00 ol (5l Ak azli o303 yincan B+ (TMP) L3 Joni i3Sl

Pump Segment Don’t open with sharp object
! ; A5 5 Ll b

V

Fluid path non pyrogenic
15 o mloygue o

Phthalate-free
[ERYFEREIE]

ot Lot number Expiry date

b 5y o ylas Lakil &,6

Conform with relevant EU directive Sterile barrier system

m
OJLSI=

byl olol P b @slhae oyl B8lro tasns

Suitable for pediatric Humidity Limit

)

Jubl gl p cesbn Cagb y 0dguxe
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11. Manufacturer 0disS adgi )Y

NephroCan

PHRNIED

Medical Industries

oyl Sy xobuo
FVARVYEEFS oy o5 ooz olimss s Ll sl oo gzl iaio 5o 5, eyl il ys M
GYP)YVVVYEY -l : uSal

Y s axly Faid FF OO (8,510 Sl e azsS bl ol (Lls ool ol 1635 po yid0
VAGAAYY VY : agas

GYN) YTV usals

CYDYVIFY DA —eQIVYYFFAFA 1 09,8 51 Ly Glovs

www.pharmed.co :olw w9 w ol info@pharmed.co : Jues! 0T

Pharmed Medical Industries

Factory: 4th Bustan, West Hafez Blvd., Eshtehard Industrial Zone, Alborz, IRAN
Postal Code: 3188114366

Telefax: +98 (26)37777620-5

Office: Northern 2 Apt., 4th floor, No. 44, East 15 Mirzaei Alley, Saadatabad St., Tehran, IRAN
Postal Code:1998837011

Telefax: +98 (21) 22073101

Customer Care Services: +989123346849 /+98 (21)22143509

Email: info@pharmed.co  Website: www.pharmed.co

NephroCan GmbH. & Co.KG
Koppelbergstrale 13, 17166 Teterow, Germany
Email: eurep@nephrocan.com
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